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DETAILED ACTION 



Notice to Applicant 

1. This communication is in response to the RCE filed 15 January 2003. Claims 1- 
20 remain pending. 



2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gombrich et al. (4,835,372) in view of Leigh-Spencer et al. (5,602,802). 

(A) As per claim 1, 5-6, 11-12, Gombrich discloses a method for providing accurate 
identification of a patient and for items relating to a patient such as drugs (col. 1 lines 9- 
17 and col. 2 lines 36-45) comprising: 

(a) providing a portable handheld patient terminal (PHPT) with a bar code reader 
to provide the main data collection component of patient identification information, 
wherein the PHPT allows storage of data relating to patients in memory (reads on 
"write"), wherein the PHPT utilizes infrared (IR) transmission/reception by an infrared 



Claim Rejections - 35 USC § 103 
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transmitter/receiver arrangement or interface to transmit or send data stored in memory 
(reads on "read) (col. 3 line 59 to col. 4 line 20, col. 5 line 18 to col. 6 line 1 1 , col. 10 line 
57 to col. 11 line 5, col. 12 lines 14-66, col. 23 line 11-36); 

(b) receiving at the PHPT (also called the bar code reading device) prescription 
information through the interface, wherein prescription information includes a 
recommended dosage and time to administer drugs (col. 15 line 51 to col. 16 line 17, 
col. 17 line 37 to col. 18 line 2, col. 26 lines 59-68, and col. 34 line 56 to col. 35 line 24); 

(c) downloading from memory of the PHPT data via the communications port, 
wherein the data includes drug information, such as drugs administered (col. 24 lines 
11 -36); and 

(d) filling the prescriptions at a pharmacy (col. 14 line 65 to col. 15 line 48). 
Gombrich fails to disclose transferring a carrier by a patient to a pharmacy and 

downloading information at the pharmacy. Leigh-Spencer includes a programmable 
reminder system for medications where the prescribing pharmacist has the ability to 
program a simple portable module carried by the patient, wherein the programming of 
the module occurs when the pharmacist is filling a patient's prescription, wherein the 
patient carriers the module to the pharmacy, and wherein a two-way communication link 
is provided between the portable module and the programming station of the pharmacist 
(col. 3 lines 20-53, col. 2 lines 15-30, and col. 8 lines 6-40 and). 

At the time the invention was made, it would have been obvious to one of 
ordinary skill in the art to include the aforementioned components of Leigh-Spencer 
within the method of Gombrich with the motivation of providing an efficient and cost- 
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effective distribution of portable nnodules for use by patients and pharmacists (Leigh- 
Spencer; col. 2 lines 40-50) and ensuring patient's receive quality care by ensuring 
patient receive the proper prescription drugs at the proper time (Gombrich; col. 1 lines 
47-60). 

(B) As per claim 2, Gombrich discloses entering an ID and password prior to accessing 
the PHPT to receive information at the PHPT (col. 16 lines 3-17, col. 17 line 37 to col, 
18 line 2, col. 26 lines 59-68, col. 34 line 56 to col. 35 line 24, and col. 37 line 22 to col. 
40 line 2). 

(C) As per claim 3, Gombrich discloses storing and displaying upon request six to ten 
previously recorded and administered PRN or other controlled drug administered and 
the times they were administered in the bar code reading device (col. 2 lines 41-45, col. 
3 lines 10-18, col. 3 lines 47-53, col. 5 lines 36-48, col. 14 lines 40-64, col. 16 lines 49- 
55, and col. 24 lines 1 1-36) and providing a green status light or other appropriate 
indication on the LCD display of the bar code reading device when a drug is 
administered and automatically recording the drug was administered, and pushing a 
button on the bar code reading device if the treatment did not occur (col. 16 line 67 to 
col. 17 line 29). 

Gombrich is entirely silent as to operating a digital clock/calendar within the 
carrier to generate internal values of time and date, providing the carrier with a 
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prescription compliance switch interfaced to the clock/calendar, and operating a 
compliance switch by a patient upon taking a medication specified by the prescription. 
Leigh-Spencer includes: 

a clock within a portable module to program the current time of day and 
the specific times for each alarm, wherein a set alarm module of the 
programming station sets the portable module alarm times, wherein the set alarm 
module has a number of doses command and time of dose command for 
determining the portable module times (col. 2 lines 48-50, col. 8 lines 56-67, col. 
10 lines 31-40 and 50-52, col. 11 lines 61-65, col. 13 lines 7-12); 

a push button within the portable module, wherein a microprocessor is 
provided for receiving and storing alarm information and for providing visual and 
auditory alarms signals to a sound device and LED and for receiving an alarm 
silence signal from the push button (Fig. 1 and 6A, col. 6 lines 17-40, col. 1 1 lines 
14-35); and 

providing an auditory alarm warning to a patient that it is time to take a 
prescribed medicine, wherein the alarm is silenced by the patient by pushing the 
push button (col. 3 lines 34-36, col. 5 lines 14-16, col. 10 line 66 to col. 11 line 3). 
At the time the invention was made, it would have been obvious to one of 
ordinary skill in the art to include the aforementioned features of Leigh-Spencer within 
the method of Gombrich with the motivation of increasing the effectiveness of treatment 
and reducing harm to a patient by providing a reminder device to ensure a patient 
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follows the administration instructions of medication, including the specific time of day 
and dose of medication the patient should take (Leigh-Spencer; col. 1 lines 15-25). 

(D) As per claim 4, Gombrich discloses providing an alert if a particular drug 
administration is overdue and/or improper at a portable bar code reading device (col. 2 
line 67 to col. 3 line 4 and col. 17 lines 37-59). 

Gombrich fails to expressly disclose providing a carrier with an annunciator 
element, entering into the carrier by the pharmacist, schedule data defining a 
prescription schedule comprising a plurality of sets of schedule times and dates at 
which a patient is to take a medication specified by a prescription, periodically 
comparing within the carrier the internal values of time and date with the schedule time 
and dates, and activating the annunciator element upon the internal values of time and 
date matching a set of schedule time and schedule date. 
Leigh-Spencer discloses: 

alarms including amplifiers, large flashing lights, and/or vibrators for 
patients within the portable module (Fig. 6A, col. 7 line 60 to col. 8 line 3); 

downloading alarm instructions to the module microprocessor from the 
programming station communication interface to the module communication 
interface by a pharmacist, wherein alarm instructions provide specific times of 
day for taking the medication (Fig. 1 and 6D, col. 1 lines 5-15, col. 2 lines 15-30, 
col. 2 lines 40-45, col. 4 lines 18-34, col. 5 lines 29-33, col. 6 lines 29-40, col. 8 
lines 7-15, col. 9 line 52 to col. 10 line 23, col. 11 lines 45-50); 



I. 
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providing an alarm timer that provides a "time-of-day" alarm which will 
continue until the alarm is acknowledged by the patient in order to provide 
specific times of an alarm and to help ensure compliance with the reminder, 
wherein the programming station includes a set alarm module for setting the 
portable module alarm times and the set alarm module has a number of does 
command and time of dose command for determining the portable module alarm 
times, wherein the module microprocessor generates an alarm signal 
corresponding to the alarm instructions (time the dosage is due) (col. 2 lines 20- 
25, col. 3 line 62 to col. 4 line 2, col. 4 lines 33-35, col. 9 lines 31-40, 13 lines 8- 



As per the step of comparing internal values of time with schedule times and 
dates, it is noted that in order to detect an alarm signal is needed such as that disclosed 
in Leigh-Spencer, it would be required by the portable module to provide a comparison 
between the alarm instructions (i.e., time of a dosage) with the internal time of the 
carrier to detect the alarm times. 

At the time the invention was made, it would have been obvious to one of 
ordinary skill in the art to include the aforementioned features of Leigh-Spencer within 
the method of Gombrich with the motivation of increasing the effectiveness of treatment 
and reducing harm to a patient by providing a reminder device to ensure a patient 
follows the administration instructions of medication, including the specific time of day 
and dose of medication the patient should take (LeIgh-Spencer; col. 1 lines 15-25) and 
increasing compliance with the reminder device (Leigh-Spencer; col. 2 lines 15-30). 



11). 
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(E) Claim 7 differs from claim 1 by reciting the following steps "entering a first access 
code into said carrier to enable software access" and "entering a second access code 
into the carrier to enable software access." As per these steps, Gombrich discloses: 

(a) entering an ID and password prior to accessing the PHPT to receive 
information at the PHPT using software (Fig. 14, col. 16 lines 3-17, col. 17 line 37 to col. 
18 line 2, col. 26 lines 59-68, col. 34 line 56 to col. 35 line 24, and col. 37 line 22 to col. 
40 line 2); and 

(b) entering a user barcode ID prior to downloading from memory of the PHPT 
data via the communications port (Fig. 14, col. 16 lines 3-57, col. 24 lines 11-36, and 
col. 37 line 22 to col. 40 line 2). 

The remainder of claim 7 repeats the same limitations as claim 1 , and is 
therefore rejected for the same reasons given above, and incorporated herein. 

(F) Claims 8-10 and 13 repeat the same limitations as claims 3-4, and are therefore 
rejected for the same reasons given for those claims, and incorporated herein. 

(G) As per claims 14 and 19, Gombrich discloses a system for providing accurate 
identification of a patient and for items relating to a patient such as drugs (col. 1 lines 9- 
17 and col. 2 lines 36-45) comprising: 

(a) a housing (col. 4 line 63 to col. 5 line 1-2); 

(b) a programmed microprocessor (col. 12 lines 14-66); 
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(c) an LCD display and keypad for displaying information, wherein the keyboard 
and LCD are disposed on the surface of the housing and are connected to the 
programmed microprocessor (Fig. 26, col. 4 line 63 to col. 5 line 1-2, col. 5 line 35 to 
col. 6 line 11, col. 12 lines 14-66); 

(d) interface means, including a port for connection to external systems and I/O 
channels such as terminals and a computer system, for communicating data using RF 
or infrared signals (Fig. 1, col. 4 line 21 to col. 6 line 11, and col. 12 lines 14-66); 

(e) memory associated with a programmed microprocessor within the bar code 
reading device housing (col. 12 lines 14-66) to: 

(1) receive at the PHPT (also called the bar code reading device) 
prescription information through the interface, wherein prescription information includes 
a recommended dosage and time to administer drugs (col. 15 line 51 to col. 16 line 17, 
col. 17 line 37 to col. 18 line 2, col. 26 lines 59-68, and col. 34 line 56 to col. 35 line 24); 
and 

(2) download from memory of the PHPT data via the communications 
port, wherein the data includes drug information, such as drugs administered (col. 24 
lines 11-36). 

The remaining components of system claim 14 have been fully addressed in the 
rejection of method claim 1 above, and therefore the remainder claim 14 is rejected for 
the same reasons given above, and incorporated herein. 
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(H) Claims 15-17 repeat the same limitations as claims 3-4, and are therefore rejected 
for the same reasons given for those claims, and incorporated herein. 

(I) As per claim 18, Gombrich discloses: 

a keypad on the PHPT such as a HOLD key and SEND key, wherein the keypad 
is within the housing of the PHPT for inputting data into the microprocessor of the PHPT 
(col. 12 lines 14-66, col. 16 lines 18-57, col. 27 line 16 to col. 30 line 46); 

providing an alert if a particular drug administration is overdue and/or Improper at 
a portable bar code reading device (col. 2 line 67 to col. 3 line 4 and col. 17 lines 37- 
59); 

storing and displaying upon request six to ten previously recorded and 
administered PRN or other controlled drug administered and the times they were 
administered in the LCD of the bar code reading device (col. 2 lines 41-45, col. 3 lines 
10-18, col. 3 lines 47-53, col. 5 lines 36-48, col. 14 lines 40-64, col. 16 lines 49-55, and 
col. 24 lines 1 1-36) and providing a green status light or other appropriate indication on 
the LCD display of the bar code reading device when a drug is administered and 
automatically recording the drug was administered, and pushing a button on the bar 
code reading device if the treatment did not occur (col. 16 line 67 to col. 17 line 29). 

The remainder of claim 18 repeats the same limitations as claim 4, and is 
therefore rejected for the same reasons given for claim 4, and incorporated, herein. The 
motivation for combining Leigh-Spencer within Gombrich is given above in claim 4, and 
incorporated herein. 



Application/Control Number: 09/489,982 



Art Unit: 3626 



Page 1 1 



(J) Claim 20 repeats tlie same limitations as claim 7, and is therefore rejected for the 
same reasons given for claim 7, and incorporated herein. 

4. Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Goetz (6,397,190). 

(A) As per claim 1 , Goetz discloses a method for managing prescribed medications 
comprising: 

(a) providing an electronic component (reads on "digital prescription carrier") 
capable of scheduling and tracking a number of different prescriptions and 
administration frequencies, wherein the electronic component includes read/write 
memory and a communication interface (Fig. 1, col. 2 lines 16-25, col. 4 lines 15-45, col. 
5 lines 47-52, col. 6 lines 44-52, col. 9 line 19 to col. 10 line 14, col. 17 lines 20-35, and 
col. 18 lines 19-38); 

(b) transferring prescription information into the electronic component through 
the communication interface, wherein the prescription information includes medication 
name and purpose, dosage, frequency, duration, and any special considerations in 
consuming the medication (col. 1 line 60 to col. 2 line 4, col. 2 lines 59-67, col. 6 lines 2- 
14, col. 11 line 3 to col. 12 line 16, col. 12 lines 56-61, col. 15 lines 16-22, and col. 22 
line 42 to col. 23 line 4); 
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(c) bringing an electronic component by a handler/owner (reads on "patient") to a 
pharmacy (col. 6 lines 2-14 and col. 10 lines 30-48); 

(d) importing prescription information from an electronic component through a 
communication interface at a clinic pharmacy (col. 6 lines 2-14 and col. 10 lines 30-48); 
and 

(e) filling a prescription at a clinic pharmacy (col. 6 lines 2-14 and col. 10 lines 
30-48). 

Goetz fails to expressly disclose using the method for managing prescribed 
medications in a traditional medical environment. It is noted that the Goetz method is 
used in a veterinary medical environment. It is respectfully submitted that at the time 
the invention was made, the skilled artisan would have found it an obvious modification 
to use Goetz's method in a traditional medical environment with the motivation of 
ensuring patients are taking medications are correctly, minimizing the number of errors 
in taking medications, and efficiently managing, tracking, and fulfilling prescriptions (col. 
1 lines 25-57 and col. 1 line 60 to col. 2 line 25). 

(B) As per claim 2, Goetz discloses entering a password or personal identification 
number (PIN) to access prescription information stored in an electronic component prior 
to transferring data to and from the component (Fig. 33 and 35, col. 2 lines 38-46, and 
col. 11 lines 3-24). 
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(C) As per claim 3, Goetz discloses a method for managing prescribed medications 
including: 

(a) operating a scheduling and alarm function for prescribed treatments or 
medications within an electronic component to generate internal values of date and time 
(Fig. 7, col. 8 lines 23-53, col. 13 lines 40-67, col. 14 lines 1-62, col. 15 lines 24-46, col. 
19 lines 5-22); 

(b) providing an electronic component with an input button interfaced to an alarm 
(Fig. 7, col. 8 lines 23-53, col. 13 lines 40-67, col. 14 lines 1-62, col. 15 lines 24-46, col. 
19 lines 5-22); 

(c) pressing an input button to accept or acknowledge administering a 
prescription (Fig. 7, col. 8 lines 23-53, col. 13 lines 40-67, col. 14 lines 1-62, col. 15 
lines 24-46, col. 19 lines 5-22); and 

(d) logging in memory the time/date when the prescribed medication is 
administered (Fig. 7, col. 2 lines 5-15, col. 4 lines 15-26, col. 8 lines 23-53, col. 13 lines 
40-67, col. 14 lines 1-62, col. 15 lines 24-46, col. 19 lines 5-22). 



(D) As per claim 4, Goetz discloses a method for managing prescribed medications 
including: 

(a) providing an electronic component with an alarm, wherein the alarm is 
audible, visual, or tactile such as a vibrator device (col. 5 lines 25-45); 

(b) inputting into an electronic component by a pharmacist, prescription 
information defining the desired medication, total dosage, and a schedule for 
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administering each medication including the date and time (col. 1 1 line 24 to col. 12 line 
16 and col. 13 lines 40-67); 

(c) comparing the current time and date to the time and date tag for each active 
prescription stored in the electronic component (col. 13 lines 40-67); and 

(d) generating an alarm when a dose of a prescription has time and date tags 
equal to or less than the current time and date (col. 13 lines 40-67). 

(E) As per claim 5, Goetz discloses providing an electronic component with an infrared 
communication interface (col. 9 lines 19-49 and col. 18 lines 55-58). 

(F) As per claim 6, Goetz discloses a method for managing prescribed medications 
including: 

(a) uploading prescribed medication data for one or more medications into an 
electronic component through a communication interface by a veterinarian or health 
care specialist (col. 1 line 60 to col. 2 line 4, col. 2 lines 59-67, col. 6 lines 2-14, col. 10 
lines 30-48, col. 11 line 3 to col. 12 line 16, col. 12 lines 56-61, col. 15 lines 16-22, and 
col. 22 line 42 to col. 23 line 4); 

(b) downloading prescribed medication data through a communication interface 
(col. 1 line 60 to col. 2 line 4, col. 2 lines 59-67, col. 6 lines 2-14, col. 11 line 3 to col. 12 
line 16, col. 12 lines 56-61, col. 15 lines 16-22, and col. 22 line 42 to col. 23 line 4); and 

(c) filling one or more prescriptions defined by prescribed medication data (col. 6 
lines 2-14 and col. 10 lines 30-48). 



Application/Control Number: 09/489,982 



Art Unit: 3626 



Page 15 



(G) As per claim 7, Goetz discloses a method for managing prescribed medications 
comprising: 

(a) providing an electronic component (reads on "digital prescription carrier") 
capable of scheduling and tracking a number of different prescriptions and 
administration frequencies, wherein the electronic component includes read/write 
memory and a communication interface (Fig. 1, col. 2 lines 16-25, col. 4 lines 15-45, col. 
5 lines 47-52, col. 6 lines 44-52, col. 9 line 19 to col. 10 line 14, col. 17 lines 20-35, and 
col. 18 lines 19-38); 

(b) transferring prescription information into the electronic component through 
the communication interface, wherein the prescription information includes medication 
name and purpose, dosage, frequency, duration, and any special considerations in 
consuming the medication (col. 1 line 60 to col. 2 line 4, col. 2 lines 59-67, col. 6 lines 2- 
14, col. 11 line 3 to col. 12 line 16, col. 12 lines 56-61, col. 15 lines 16-22, and col. 22 
line 42 to col. 23 line 4); 

(c) bringing an electronic component by a handler/owner (reads on "patient") to a 
pharmacy (col. 6 lines 2-14 and col. 10 lines 30-48); 

(d) importing prescription information from an electronic component through a 
communication interface at a clinic pharmacy (col. 6 lines 2-14 and col. 10 lines 30-48); 
and 

(e) filling a prescription at a clinic pharmacy (col. 6 lines 2-14 and col. 10 lines 
30-48). 
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Further, Goetz discloses entering a password or personal identification number 
(PIN) to access prescription information stored in an electronic component prior to 
transferring data to and from the component (Fig. 33 and 35, col. 2 lines 38-46, and col. 
1 1 lines 3-24). 

Claim 7 recites a "second access code" rather than a "first access code." As per 
this feature, note the discussion above with respect to Goetz's disclosure of the first 
access code. It is respectfully submitted that it would have been obvious to one having 
ordinary skill in the art at the time of the invention to have utilized multiple passwords 
and/or PINs within the Goetz system with the motivation of improving the security of the 
system. 

Goetz fails to expressly disclose using the method for managing prescribed 
medications in a traditional medical environment. It is noted that the Goetz method is 
used in a veterinary medical environment. It is respectfully submitted that at the time 
the invention was made, the skilled artisan would have found it an obvious modification 
to use Goetz's method in a traditional medical environment with the motivation of 
ensuring patients are taking medications are correctly, minimizing the number of errors 
in taking medications, and efficiently managing, tracking, and fulfilling prescriptions (col. 
1 lines 25-57 and col. 1 line 60 to col. 2 line 25). 

(F) Claims 8-9 and 11-13 repeat the same limitations of claims 1-6, and are therefore 
rejected for the same reasons given for those claims. 
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(G) As per claim 10, Goetz discloses an electronic component with an alarm, wherein 
the alarm is a vibrator device (col. 5 lines 25-45 and col. 8 lines 23-53). 



(H) As per claim 14, Goetz discloses an electronic component for storing prescription 
data (coL 18 lines 39-48, col. 19 line 54 to col. 20 line 5, col. 20 line 50 to col. 21 20, col. 
21 line 51 to col. 22 line 4, and col. 22 line 42 to col. 23 line 5) comprising: 

(a) a housing (Fig. 8A and 8B, col. 9 line 50 to col. 10 line 14); 

(b) a central processing unit enclosed within the housing (Fig. 8A and 8B, col. 9 
line 50 to col. 10 line 14); 

(c) an LCD screen included in the housing and interfaced with the CPU, and 
capable of displaying alphanumeric characters (Fig. 25-43, col. 5 lines 5-10, and col. 9 
line 50 to col. 10 line 14); 

(d) electronic circuitry enclosed in the housing and interfaced to the CPU, 
wherein the electronic circuitry interfaces the CPU to an external personal computer 
(Fig. 25-43, col, 5 lines 5-10, and col. 9 line 19 to col. 10 line 14); 

(e) memory enclosed in the housing (Fig. 8A and 8B, col. 9 line 50 to col. 10 line 
14); and 

(f) prescription software stored in memory to be processed by the CPU (col. 7 
lines 25-38 and col. 12 line 31) to enable uploading prescribed medication data for one 
or more medications into memory through a communication interface by a veterinarian 
(col. 1 line 60 to col. 2 line 4, col. 2 lines 59-67, col. 6 lines 2-14, col. 10 lines 30-48, col. 
11 line 3 to col. 12 line 16, col. 12 lines 56-61, col. 15 lines 16-22, and col. 22 line 42 to 
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col. 23 line 4) and downloading prescribed medication data through a communication 
interface at a clinic pharmacy (col. 1 line 60 to col. 2 line 4, col. 2 lines 59-67, col. 6 
lines 2-14, col. 11 line 3 to col. 12 line 16, col. 12 lines 56-61, col. 15 lines 16-22, and 
col. 22 line 42 to col. 23 line 4). 

Goetz fails to expressly disclose using a digital prescription carrier apparatus for 
managing prescribed medications in a traditional medical environment. It is noted that 
the Goetz system is used in a veterinary medical environment. It is respectfully 
submitted that at the time the invention was made, the skilled artisan would have found 
it an obvious modification to use Goetz's system in a traditional medical environment 
with the motivation of ensuring patients are taking medications correctly, minimizing the 
number of errors in taking medications, and efficiently managing, tracking, and fulfilling 
prescriptions (col. 1 lines 25-57 and col. 1 line 60 to col. 2 line 25). 

(I) Claims 15-16 repeat the same limitations as claims 3-4 and 14, and are therefore 
rejected for the same reasons given for those claims. 

(J) As per claim 17, Goetz discloses an alarm device, wherein the alert device is an 
audible alarm interfaced to a CPU or a vibrating device interfaced to a CPU (col. 4 lines 
37-67 and col. 5 lines 5-36). 

(K) As per claim 18, Goetz discloses an electronic component for storing prescription 
data (col. 18 lines 39-48, col. 19 line 54 to col. 20 line 5, col. 20 line 50 to col. 21 20, col. 
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21 line 51 to col. 22 line 4, and col. 22 line 42 to col. 23 line 5) comprising: 

(a) a set of button controls positioned on the housing and interfaced to the CPU 
(Fig. 25-43 and col. 9 line 50 to col. 10 line 14); 

(b) prescription software causing transferred prescription data to generate a 
schedule of dose times for a medication represented by prescription data (Fig. 8A and 
8B and 25-43, col. 9 line 50 to col. 10 line 14, col. 10 lines 30-48, and col. 13 lines 40- 
53); and 

(c) operation of button controls enabling a review of scheduled dose times for a 
medication, wherein the schedule is displayed on an LCD device (Fig. 8A and 8B and 
25-43, col. 9 line 50 to col. 10 line 14, and col. 10 lines 30-48, and col. 13 lines 40-53). 

(L) Claim 19 repeats the same limitations as claim 5, and is therefore rejected for the 
same reasons given for claim 5. 

(M) Claim 20 differs from claim 2 by reciting a "second access code" rather than a "first 
access code." As per this feature, note the discussion given in the previous Office 
Action with respect to Goetz's disclosure of the first access code. It is respectfully 
submitted that it would have been obvious to one having ordinary skill in the art at the 
time of the invention to have utilized multiple passwords and/or PINs within the Goetz 
system with the motivation of improving the security of the system. 
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Affidavit 



5. Applicant has submitted an affidavit to remove Goetz (6,397,190) as a reference 
applied under 35 U.S.C. § 103(a) in the previous Office Actions (paper numbers 4 and 
7). The affidavit filed on 15 January 2003 under 37 CFR 1 .131 has been considered but 
is ineffective to overcome the Goetz reference for the following reasons: 

(A) At page 1 , paragraph 1 , of the affidavit, the Applicant states that the subject matter 
set forth in claims 1-19 was invented no later than December 1997. Further, at pages 
1-3, paragraph 3, of the affidavit, the Applicant states that the elements and methods of 
claims 1-19 were reduced to practice no later than December 1997. 

According to MPEP § 715.04, in general, proof of actual reduction to practice 
requires a showing that the apparatus actually existed and worked for its intended 
purpose. The affidavit includes correspondence from the Applicant to Kemnitzer 
Design, Inc. dated 27 December 1 997 (Annex B) and correspondence from the 
Applicant to the Applicant's patent agent dated 1 October 1998 (Annex F) which 
Applicant states were sent after the invention was reduced to practice (see page 5(b) 
and 8(f) of affidavit). However, it is entirely unclear to the Examiner how the invention 
could have been reduced to practice no later than December 1 997 for the following 
reasons: 

(a) The Kemnitzer document (Annex B) states in paragraph 1, "... a product that 
will aid users in prescription compliance. As conceived by Medical Innovations, Inc., the 
product would be the size of a pager. It would have a battery powered, two line LED 



Application/Control Number: 09/489,982 Page 21 

Art Unit: 3626 

display tliat would 'remind' the user of a prescription to be taken... (emphasis added)" 
Further, at paragraph 4, the document states "Medical Innovations, Inc. wishes to solicit 
input from potential users and prescribers prior to committing to a formal design/build 
program . Accordingly it has asked Kemnitzer Design, Inc. to prepare a proposal for 
production of a non-functional visual model (emphasis added)." 

It is respectfully submitted that it is unclear how the invention was reduced to 
practice no later than December 1997, when according to the Kemnitzer document 
dated December 27, 1997, the Applicant had not committed to a formal design and was 
still in the process of building a non-functional, visual model. As stated above, proof of 
actual reduction to practice requires a showing that the apparatus actually existed and 
worked for its intended purpose. Annex B fails to show that the apparatus actually 
existed and worked for its intended purpose. It appears, according to Annex B, the 
invention had been conceived on paper and the Applicant appears to have determined 
what the functions of the product would be in the future. However, it is not clear from 
Annex B that the claimed invention was reduced to practice no later than December 
1997. 

(b) The correspondence from the Applicant to the Applicant's patent agent dated 
1 October 1998 (Annex F) states in paragraph 1, "Enclosed is a block diagram, a rough 
sketch, and a design outline for the MedX product. These items were prepared by Karl 
Schmidt, an electrical engineer helping with the product's design. The product's final 
appearance will be different from the sketch, but the sketch may help you conceptualize 
the product. After the electronic design is complete an industrial designer will help 
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create the product's overall appearance..." Further, in the Product Design Outline of 
Annex F, there are features with question marks next to them (i.e., appears there are 
still questions in the product design) (see page 4 lines 14-17 as an example.) 

It is respectfully submitted that it is unclear how the invention was reduced to 
practice no later than December 1997, when according to the correspondence in Annex 
F dated 1 October 1998, the Applicant was still completing the product's electronic 
design. As stated above, proof of actual reduction to practice requires a showing that 
the apparatus actually existed and worked for its intended purpose. Annex F fails to 
show that the apparatus actually existed and worked for its intended purpose. It 
appears, according to Annex F, the invention had been conceived on paper and the 
Applicant appears to have determined what the functions of the product would be in the 
future based on the Product Design Outline. However, it is not clear from Annex F that 
the claimed invention was reduced to practice no later than December 1997. 

(c) In the affidavit at page 7, Applicant states that the correspondence from Karl 
Schmidt to Thomas Stoll dated 25 September 1998 (Annex E) indicated that the 
engineer/draftsman had completed drawings of the invention. 

It is respectfully submitted that it is unclear how the invention was reduced to 
practice no later than December 1997, when according to the correspondence in Annex 
E dated 25 September 1998, the Applicant had completed drawings of the invention. 
As stated above, proof of actual reduction to practice requires a showing that the 
apparatus actually existed and worked for its intended purpose. Annex E fails to show 
that the apparatus actually existed and worked for its intended purpose. It appears, 
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according to Annex E, the Applicant had deternnined sonne components of the product. 
However, it is not clear from Annex E that the claimed invention was reduced to practice 
no later than December 1997. 

It is noted that according to MPEP § 715,04, "there are some devices so simple 
that a mere construction of them is all that is necessary to constitute reduction to 
practice." In re Asahi /America Inc, 94-1249 (Fed. Cir. 1995) (Citing Newkirk v. 
Lulegian, 825 F.2d 1581, 3USPQ2d 1793 (Fed. Cir. 1987) and Sachs v. Wadsworth, 48 
F.2d 928, 929, 9 USPQ 252, 253 (CCPA 1931). (The claimed restraint coupling held 
to be so simple a device that mere construction of it was sufficient to constitute 
reduction to practice. Photographs, coupled with articles and a technical report 
describing the coupling in detail were sufficient to show reduction to practice.) 
However, it is noted that Applicant has not provided photographs, coupled with articles 
and a technical report describing the claimed invention in order to establish reduction to 
practice no later than December 1997. 

(B) The affidavit and correspondence, including the flowchart (Annex A), and the 
Kemnitzer Design correspondence dated 27 December 1997 (Annex B), are insufficient 
because the affidavit and correspondence are not commensurate in scope with the 
claimed invention, and further the affidavit fails to show why the differences between the 
claimed invention and the showing under 37 CFR 1 .131 would have been obvious to 
one of ordinary skill in the art, in view of applicant's 37 CFR 1 .131 evidence, prior to the 
effective date of the reference(s) or the activity (see MPEP § 715.02). 
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In particular, it is respectfully submitted that the features recited on page 4 of the 
Affidavit are not directly tied to the flowchart given in Annex A. At least the following 
features are not found in Annex A, however in the affidavit, Applicant states he had 
possession of the claimed features: 

i. providing a digital prescription carrier including a read/write memory and a 
communication interface; 

11. entering a first access code into said carrier to enable software access 
thereto; 

Hi. uploading prescription data defining a prescription into said carrier through 
said interface, said prescription calling for the use of a selected medication of a selected 
dosage on a selected schedule. 

Applicant's reliance on Annex A to establish reduction to practice and to antedate 
the applied reference is non-persuasive as the correlation between the flowchart in 
Annex A and the features explicitly recited in the instant claims are not clearly 
established (i.e., no establishment of the elements of the flow chart that correspond with 
the claims), and the Applicant fails to address why certain features are obvious when 
certain claimed features are not shown in Annex A. 

Secondly, the evidence provided in statements in the Aflldavit on pages 5-7 does 
not appear to have the proper support within Annex B. Applicant states that the feature 
of "uploading, by a prescriber, of prescription data representing a prescription into 
memory circuitry" is supported by Annex B stating "... the device retains history of 
response that can be downloaded by the pharmacist (par. 1 lines 10-1 1 )." However, it 
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is noted that uploading data to memory is not equivalent to downloading data from a 
device, and therefore fails to explicitly show the feature of uploading. 

Further, Applicant states that the features of "prescription software causing 
uploaded prescription data to generate a schedule of dose times for a medication 
represented by prescription data," and "a real-time clock/calendar positioned within the 
housing and interfaced to the CPU," is supported by Annex B stating "This is a product 
that would aid users in prescription compliance... that would 'remind' the user of a 
prescription to be taken (par. 1 lines 2-4)." However, it is noted that Annex B fails to 
recite the features of prescription software causing uploaded prescription data to 
generate a schedule of dose times, nor does it recite anywhere a real-time 
clock/calendar positioned within the housing. 

Also, Applicant states that the feature of an "input/output (I/O) interface circuitry 
positioned in said housing and interfaced to said CPU, said I/O circuitry being capable 
of interfacing said CPU to an external computer to exchange data therewith" is 
supported by Annex B stating "The device retains a history of response that can be 
downloaded by the pharmacist, who can program this device through a PC" (Par. 1 , 
lines 10-1 1 ). It is noted that Annex B fails to recite the features of input/output circuitry 
or the feature of interfacing with a CPU to an external computer to exchange data. 

It is respectfully submitted that Applicant's reliance on Annex B to establish 
reduction to practice and to antedate the applied reference is non-persuasive as the 
correlation between the affidavit and correspondence in Annex B and the features 
explicitly recited in the instant claims are not clearly established, and the Applicant fails 
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to address why certain features are obvious when certain claimed features are not 
shown in Annex B (such as access codes recited in the claimed invention and the 
features discussed above). 

It is noted that both Annex E and Annex F fail to establish a correlation between 
the correspondence and the claimed subject matter. The Applicant has not pointed out 
the specific portions of the submitted materials tied to the claimed subject matter. 
However, both Annex E and Annex F are dated after December 1997. 

(C) The affidavit and correspondence from Kemnitzer Design dated 27 December 1997 
(Annex B) states that the invention was privately disclosed to Kemnitzer Design. 
However, it is respectfully submitted that Annex B fails to contain a confidentiality 
agreement, and further states that "Medical Innovations, Inc. wishes to solicit input from 
potential users and prescribers prior to committing to a formal design/build program 
(par. 3)." According to Garret Corp, v. United States, 422 F.2d 874, 878, 164 USPQ 
521, 524 (Ct. CI. 1970), a document is clearly a printed publication when it is distributed 
to commercial companies without restriction on use, while distribution to government 
agencies and personnel alone may not constitute publication. Further, according to 
Annex B, potential users and prescribers provided input prior to a formal design/build 
program, and the affidavit failed to include information on whether those potential users 
and prescribers signed confidentiality agreements. Therefore, Applicant has failed to 
provide documentation within the Affidavit stating that both Kemnitzer Design and 
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potential users and prescribers were under confidentiality agreements, and it appears 
Annex B was disclosed to the public. 

(D) The affidavit includes a copy of a printout from the corporations database of the 
Missouri Secretary of State, verifying an incorporation dated 9 May 1997 (Annex C) and 
a copy of an IRS Form 2553 dated 14 March 1998 (Annex D). It is respectfully 
submitted there is no clear nexus between the materials and the claimed subject matter. 
In particular. Applicant has not pointed out specific portions of the submitted printouts 
directly tied to the specific elements or features that are being claimed. For example, 
Applicant has not pointed out the portions of the submitted printouts tied to the step of 
"uploading prescription data..." as per the language of claims 1 , 7, and 14 and the steps 
of "entering a first access code" and "entering a second access code" as per the 
language of claims 2, 7, and 20. Furthermore, although the printouts are acknowledged 
and entered into the record by the Examiner, It is noted there is nothing related to the 
lanauaae recited in the instant claims within the submitted printouts, and therefore the 
printouts appear to be irrelevant to the issues at hand. 

(E) Applicant's reliance on the affidavit filed 15 January 2003, including Annex A - 
Annex F, to show actual reduction to practice is non-persuasive for the reasons given 
above in sections A-D. Therefore, constructive reduction to practice is the filing date of 
the application, 21 January 2000, and reduction to practice has not been shown to be 
earlier than 21 January 2000. It is noted that December 1 997 appears to be when the 
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invention was conceived based on the documents submitted, and if conception occurred 
in December 1997, then the Applicant would need to show due diligence from 
December 1997 to the date of filing, 21 January 2000. However, if the Applicant 
properly shows actual reduction to practice occurred no later than December 1997 
based on MPEP § 715.02, MPEP § 715.04, and the discussion above, the requirement 
to show due diligence will be removed. 

(F) It is noted that the last correspondence submitted in the Affidavit occurred 1 
October 1998 (Annex F). However, the present application was not filed until 21 
January 2000. It is respectfully submitted that an explanation as to what occurred 
during the time period between 1 October 1998 and 21 January 2000 has not been 
included within the Affidavit. 

Response to Arguments 

6. Applicant's arguments filed 1 5 January 2003 have been fully considered but they 
are not persuasive. Applicant's arguments will be addressed hereinbelow in the order in 
which they appear in the response filed 15 January 2003, 

(A) At pages 4-7 of 15 January 2003 response, Applicant argues that the disclosure of 
the provisional application of the applied prior art (60/093753) fails to establish priority 
for the elements relied upon by the Examiner to reject the Applicant's claims, and 



Application/Control Number: 09/489,982 Page 29 

Art Unit: 3626 

therefore Applicant can clearly establish possession of the claimed subject matter 
before Goetz (6,397,190). 

In response to Applicant's argument regarding the provisional application 
(60/093753) failing to establish priority, the Examiner respectfully submits that the filing 
date of Goetz was 1 1 June 1999, while the filing date of the present application is 21 
January 2000. Furthermore, the affidavit evidence was found to be ineffective to 
remove the Goetz reference for the reasons given above. Therefore, the Goetz 
reference has an earlier filing date than the present application, and is a proper 
reference as prior art. 

(B) At pages 7-9 of the 15 January 2003 response. Applicant argues that the reference 
teaches away and cannot suggest the claimed combination set forth in claim 1 . 
Furthermore, Applicant argues that certain features of the claimed invention are not 
taught by the applied reference. 

In response, the Examiner respectfully notes that the cited reference was never 
applied as a reference under 35 U.S.C. 102 against the pending claims. As such, the 
Examiner respectfully submits that the issue at hand is not whether the applied prior art 
specifically teaches the claimed features, perse, but rather, whether or not the prior art, 
when taken in combination with the knowledge of average skill in the art , would put the 
artisan in possession of these features. Regarding this issue, it is well established that 
references are evaluated by what they suggest to one versed in the art, rather than by 
their specific disclosures, In re Bozek, 163 USPQ 545 (CCPA 1969). The issue of 
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obviousness is not determined by what the references expressly state but by what they 
would reasonably suggest to one of ordinary skill in the art, as supported by decisions in 
In re DeLisle 406 Fed 1326, 160 USPQ 806; In re Kelt, Terry and Davies 208 USPQ 
871; and In re Fine, 837 F.2d 1071, 1074, 5 USPQ 2d 1596, 1598 (Fed. Cir. 1988) 
(citing In re Lalu, 747 F.2d 703, 705, 223 USPQ 1257, 1258 (Fed. Cir. 1988)). Further, 
it was determined In In re Lambert! et al, 192 USPQ 278 (CCPA) that: 

(i) obviousness does not require absolute predictability; 

(ii) non-preferred embodiments of prior art must also be considered : and 
(ill) the question is not express teaching of references, but what they would 

suggest. 

According to In re Jacoby, 135 USPQ 317 (CCPA 1962), the skilled artisan is 
presumed to know something more about the art than only what is disclosed in the 
applied references. In In re Bode, 193 USPQ 12 (CCPA 1977), every reference relies 
to some extent on knowledge of persons skilled in the art to complement that which is 
disclosed therein. 

According to Ex parte Berins, 168 USPQ 374 (Bd. Appeals), there is no statutory 
limitation as to the number of references that may be used to demonstrate 
obviousness. ..not what references expressly state but what they would reasonably 
suggest to one of ordinary skill in the art. In In re Conrad, 169 USPQ 170 (CCPA), 
obviousness is not based on express suggestion, but what references taken collectively 
would suggest. 
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In the instant case, specifically claims 1, 7, and 14, Goetz discloses an electronic 
component capable of scheduling and tracking a number of different prescriptions and 
administration frequencies, wherein the electronic component includes read/write 
memory and a communication interface, wherein prescription information is transferred 
into the electronic component through the communication interface, and prescription 
information is imported from an electronic component through a communication 
interface at a clinic pharmacy, as clearly set in the prior Office Action (see paper 
number 4). Goetz clearly discloses a carrier capable of providing the functionality set 
forth in claims 1 , 7, and 14. 

As such, it is respectfully submitted that Applicant appears to view the applied 
references in a vacuum without considering the knowledge of average skill in the art . 
Furthermore, the Examiner submits that the Goetz reference does not teach away from 
the applied reference or the Applicant's invention. Goetz suggests several advantages 
that the invention is intended to provide for users, including ensuring patients are taking 
medications are correctly, minimizing the number of errors in taking medications, and 
efficiently managing, tracking, and fulfilling prescriptions (col. 1 lines 25-57 and col. 1 
line 60 to col. 2 line 25). 

In reference to Applicant's specific arguments with respect to a second access 
code, the Examiner recognizes that references cannot be arbitrarily altered or modified 
and that there must be some reason why one skilled in the art would be motivated to 
make the proposed modifications. However, although the Examiner agrees that the 
motivation or suggestion to make modifications must be articulated, it is respectfully 
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contended that there is no requirement that the motivation to make modifications must 
be expressly articulated within the references themselves. References are evaluated by 
what they suggest to one versed in the art. rather than by their specific disclosures, In re 
BozeK 163 USPQ 545 (CCPA 1969). As such, it is respectfully submitted that an 
explanation based on logic and sound scientific reasoning of one ordinarily skilled in the 
art at the time of the invention that support a holding of obviousness has been 
adequately provided and reasons indicated by the Examiner both in the present Office 
Action as well as prior Office Actions, Ex parte Levengood, 28 USPQ2d 1300 (Bd. Pat. 
App. & Inter., 4/22/93). Moreover, the issue at hand is not whether the applied 
reference specifically teaches each and every feature recited by Applicant, perse, but 
rather, whether or not the prior art, when taken in combination with the knowledge of 
average skill in the art, would put the artisan in possession of the features as claimed. 
With regard to this issue, the courts have held that even if a patent does not specifically 
disclose a particular element, said element being within the knowledge of a skilled 
artisan, the patent taken in combination with that knowledge, would put the artisan in 
possession of the claimed invention. In re Graves, 36 USPQ 1697 (Fed. Cir. 1995). 

(C) Applicant's amendment filed 15 January 2003 does not contain any further 
arguments, and thus appear to rely upon or re-hash issues addressed above, and are 
therefore moot in view of the responses given in section 7(B) above, and incorporated 
herein. 




Application/Control Number: 09/489,982 
Art Unit: 3626 



Page 33 



Conclusion 



7. The prior art made of record and not relied upon is considered pertinent to the 
Applicant's disclosure. The cited but not applied prior art teaches a medication 
compliance monitoring device (4,616,316), a medication clock (4,682,299), a modular 
medication dispensing system utilizing a portable memory device (4,695,954), a patient 
identification and verification system and method (4,857,716), a portable handheld 
terminal (4,916,441), a prescription reminder system and method (5,623,242), and an 
interactive mediation reminder/dispenser device (5,805,051). 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Carolyn Bleck whose telephone number is (703) 305- 
3981 . The Examiner can normally be reached on Monday-Thursday, 8:00am - 5:30pm, 
and from 8:30am - 5:00pm on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached at (703) 305-9588. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Receptionist whose telephone number is (703) 
306-1113. 

9. Any response to this action should be mailed to: 
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Commissioner of Patents and Trademarl<s 
Washington, D.C. 20231 



Or faxed to: 

(703) 305-7687 [Official communications; including After Final 

communications labeled "Box AF"] 

(703) 746-8374 [Informal/ Draft communications, labeled 

"PROPOSED" or "DRAFT"] 



Hand-delivered responses should be brought to Crystal Park 5, 2451 Crystal Drive, 
Arlington, VA, 7th Floor (Receptionist). 




